Componentized Approach to Adverse Event (AE) Module Development

Public Safety
CTC Related CTC Related Profiling Website
Ll A0

Lab Data Qualitative Data

Clinical Trial Participants

Grade 1-5 AEs

caBIG
Adverse Event
System (AES)

FDA

SPONSOR | 1/t

AE Data =
>

CTEP

Patient/Protocol Data

Informed
Consent:

DCP

AER Listing Report by Protecs! Number
Safoly Survellante Madidé

Internal Routing
and Review

CTC Codes

Patient
Self-Reporting

Monitor

Internet ™

Transmissjon to -

| CaBIG AE Data Warehoyse

Data Mining for
Risk Patterns




!

/ Patient
Self-Reporting

Componentized Approach to Adverse Event (AE) Module Development™ ~

o /
“TTC Related 6Tc Related | \ / Pr';}‘"tl’r']' %alﬁly.te \
Clinical Trial Participants V4 Lab Data ‘Iualltatw Data I Ll "y \

1 /
|
i Y \
Grade 1-5 AEs N
- -
- -~ <
/caBIG Adverse Events,,

|  System (AES)

AE Data =
' > =

PatieMProtoooI Data

Internal Routing
and Review

~ Monitor

—-— . -

Transmission 1,

| CaBIG AE Data VVarehouse

Data Mining for

st Patterns
o N -




	Componentized Approach to Adverse Event (AE) Module Development
	Componentized Approach to Adverse Event (AE) Module Development

